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RFMARKS 

Claims 1, 4-8, 10-38 and 40-54 remain pending herein. Claims 2, 3, 9 and 39 are hereby 
canceled without prejudice or waiver of the right to pursue the subject matter of said claims in 
another application. No new claims have been added. Claims 1, 8, 10, 12, 17, 18, 29, 31-37, 40, 
43-44, and 52-53 have been amended. All other claims remain the same. Reconsideration of the 
claims as pending is respectfully requested. 

The specification (page 42) has been amended to include the subject matter of originally 
filed claims 4 and 25. 

Claims 1-5, 10, 13-14, and 18-38 stand rejected under 37 C.F.R. §112, l'^ para, for scope 
of enablement because the specification does not reasonably provide enablement for the 
employment of any COX-II inhibitors and any muscle relaxants recited in the claims. Insofar as 
it may apply to the present claims, the rejection is respectfully traversed. 

The specification (pages 7-10) includes recitation of a large list of COX-II inhibitors that 
are suitable for use according to the invention. As required, the list specifically names 
compounds by their names. Moreover, it includes patent citations disclosing the names and 
structures of suitable COX-II inhibitors and methods of preparing them. The specification (page 
10) also includes recitation of a list of suitable muscle relaxants that can be used according to the 
invention. Those compounds are well known and commercially available. Accordingly, one of 
ordinary skill in the art can readily visualize or recognize the identity of the members of the 
genus. 

The specification (page 11) discloses some of the salt forms in which the compounds can 
be administered as well as some general methods for their preparation. The drug combination 
can be administered in any of a number of different dosage forms (pages 12, 30), which methods 
of preparation are described (pages 12-31) and exemplified (Examples 1-13). 

Applicants submit that, if taken out of context, the terms "COX-II inhibitor" and "muscle 
relaxant" might be deemed as lacking sufficient definition; however, Applicant is his own 
lexicographer, and use of applicant's term(s) in a claim is permissible provided it is sufficiently 
well defined in the specification. As noted above, the terms are exemplified with specific 
compounds and thus defined to the extent required by law. 

Examiner states that the claimed invention is highly xmpredictable, since one skilled in 
the art cannot fully describe [the] genus, visualize or recognize the identity of the members, etc. 
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... Applicants respectfully submit that the listing of compounds on pages 7-10 describes the 
genus and thus allows an artisan of ordinary skill in the art to visualize or recognize the identity 
of the members. 

Suggested dosages, weight ratios and amounts for the drugs are disclosed (amended page 
42, original page 29, original examples 1-13, and original claims 4, 14, 25). Beginning with the 
suggested dosages, amoimts and weight ratios. Applicants submit that one of ordinary skill in the 
art will be able to identify a suitable operating range for combinations of different COX-II 
inhibitors and muscle relaxants. 

Absent any evidence to the contrary, Applicants respectfully submit that the specification 
enables the scope of compounds as claimed. 

Applicants respectfully submit that the rejection of claims 1-5, 10, 13-14, and 18-38 
under 37 C.F.R. §1 12, 1^' para, has been overcome and request that it be withdrawn. 

Claims 7-8, 12, 14, 16-18, 22-23, 28-29, 31-37, 43-45 and 52-54 stand rejected under 35 
U.S.C. §112, 2"^ para, as being indefinite for failing to particularly point out and distinctly claim 
the subject matter which applicant regards as the invention. Insofar as it may apply to the present 
claims, this rejection is traversed. 

While Examiner has stated that terms, such as "delayed release", "immediate release", 
"slow release", and "rapid release", lack definition, those same terms are widely used and well 
understood in the pharmaceutical sciences, in particular U.S. patents covering pharmaceutical 
dosage fonris. There are literally hundreds, if not thousands, of U.S. patents and publications of 
the Food and Drug Administration that use these exact same terms As evidence thereof, 
Applicants submit Exhibits A-F. Exhibits A-D contain lists of IT S. Patents that inelnde those 
very same terms in the claims: "delayed release" (Exhibit A), "inmiediate release" (Exhibit B), 
"slow release" (Exhibit C), "rapid release" (Exhibit D). Exhibit E contains the first page 
information for the CDER Data StanHarHs Manual for dosage forms 
( hrtp://www.fHagnv/cder/dsm/nRrT/Hrg00901 htm ) published by the FDA. This on-line 
publication specifically defines the terms "slow release", "extended release", "delayed release". 
Moreover, the exhibits provided along with the Response mailed September 17, 2002 also define 
these terms. Without further explanation by Examiner, Applicants do not understand how 
textbook definitions can be unclear. Exhibit F contains a citation of the GinHance far Industry: 
dissohjtion testing of immediate release soUH oral dosage forms 
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(http://www.fda.gOv/cder/giiidance/1 71 Ihpl ,pdf) published by the FDA, This on-line 
publication specifically defines and characterizes an "immediate release" dosage form. 
Accordingly, Applicants submit that the terms "rapid release", "immediate release", "slow 
release", and "delayed release" are well-defined terms of art in the pharmaceutical sciences. 

It is well known in the art to combine different types of drug release profiles to achieve 
particular clinical effects. For example a "delayed but rapid release" dosage form would provide 
rapid release of drug AFTER expiration of a delay (lag) period. 

While Applicants vehemently disagree with Examiner's conclusion, Applicants have 
amended the claims to define the invention with other language that does not rely upon the terms 
"rapid", "slow", "immediate" or "delayed". Applicants submit that such definition is merely 
intended to clarify the language of the claims as originally filed and not narrow their scope. 

Accordingly, Applicants submit that the rejection of claims 7-8, 12, 14, 16-18, 22-23, 28- 
29, 31-37, 43-45 and 52-54 under 35 U.S.C. §112, 2"^ para, has been overcome and request that 
it be withdravm. 

Claims 7-8, 16-17 and 40-48 stand rejected under 35 U.S.C. §112, 2""* para, for use of the 
terms SC-5766, SC-58215, and T-614, which Examiner has indicated as a trademark or trade 
name. Insofar as it may apply to the present claims, this rejection is traversed. 

As previously noted, the terms SC-5766, SC-58215, and T-614 are not tradeniarks or 
trade names. Nonetheless, applicants have replaced the terms with their corresponding chemical 
names. 

Accordingly, Applicants submit that the rejection of claims 7-8, 16-17 and 40-48 under 
35 U.S.C. §1 12, 2""* para, has been overcome and request that it be withdrawn. 

Claims 1-8, 10-38 and 40-54 stand rejected under 37 C.F.R. §103(a) as being 
unpatentable over Burch et al. in view of Okada et al. (US 5,476,663). Insofar as it may apply to 
the present claims, this rejection is respectfully traversed. 

Claim 1 has been amended to include the subject matter of original claims 2 and 3 and 
previously considered subject matter concerning the additive or synergistic therapeutic effect that 
the combination of a COX-II inhibitor and muscle relaxant provides when administered to a 
subject (See prior Office Actions and corresponding responses; see page 5, lines 24-25 and page 
29, line 26 to page 30, line 9 of the specification). Claim 10 has been amended to include the 
subject matter of original claims 2 and 3 
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Applicants agree with Examiner that the prior art (Burch et al.) does not expressly 
disclose a COX-II inhibitor, e.g. rofecoxib, in combination with a muscle relaxant, e.g. pridinol, 
in a pharmaceutical dosage form. Applicants also agree with Examiner that the discovery or 
expectation of synergistic analgesic effect is unexpected. 

Applicants disagree, however, that Burch et al. suggest the combination of a COX-II 
inhibitor and a muscle relaxant. Burch et al. is specifically directed to the combination of an 
analgesic and a COX-II inhibitor. It is well known in the industry that an flnalgesic and a mnsscle 
relaxant have different therapeutic indications and merhflnisms of action. Accordingly, the 
disclosure of Burch et al fails to suggest the invention as claimed. 

Combination of the disclosures of Burch et al. and Okada et al. also fails to suggest the 
invention as claimed. Applicants disagree that Okada et al. teaches that a muscle relaxant such 
as pridinol is useful in combination v^th analgesic and/or anti-inflammatory drugs (Col, 3, lines 
13-28). Applicants respectfully submit that pridinol is merely included among a laimdry list of 
compounds that can be included in the dosage form of Okada et al. In fact, a thorough search of 
Okada et al. reveals that they failed to even suggest the simnltflneous administrfltinn of two or 
more drugs with their dosage form. In each case^ the drugs are fldministereH indiviHnally The 
only combinations they suggest or disclose are combinations of excipients, the inactive agents. 
Accordingly, while the combination of Burch et aL and OkaHfl £t aL might suggest a nOY-TT 
inhibitor from Burch et aL with an analgesic Hmg nhnsen from the list Okada et aU the 
comhinatinn would not suggest a COX-TT inhibitor and a muscle relavant Burch et al. would not 
be motivated to include a muscle relaxant from Okada et al., since such a prophetic combination 
would not include the analgesic agent that Burch et al. specifically requires. Moreover, the 
courts have clearly established that mere recitation of Applicants' claimed elements within the 
text of a prior art reference is insufficient to establish obviousness. The prior art must also 
suggest the combination of those elements and the expectation of success in using the suggested 
combination as proposed to be claimed by an applicant. 

Examiner has indicated that the Supplemental Declaration under Rule 37 C.F.R. §1.132 
of Dr. Feleder, mailed September 17, 2002, was insufficient to overcome the finding of prima 
facie obviousness, since it did not include "factual evidence" establishing the observed 
synergistic effect of the claimed drug combination. Applicants submit herewith a second 
Supplemental Declaration that includes the actual data obtained from the in vivo study described 
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therein. The data for the treated animals were normalized against the data for the control animals 
in order to establish a relevant scale for comparison. The data demonstrate that the combination 
of rofecoxib and pridinol provides a synergistic effect, but the combination of diclofenac 
(analgesic) and pridinol does not. Applicants submit that the claimed combination provides an 
unexpectedly enhanced analgesic therapeutic benefit. Accordingly, the claimed combination is 
not prima facie obvious and is therefore patentable over the art of record. 

In view of the above, applicants submit that the rejection of claims 1-8, 10-3.8 and 40-54 
under 37 C.F.R.§ 1 03(a) has been overcome and request that it be withdrawn. 

A marked-up copy of the claims and of the specification as amended is attached hereto. 
Entry of the amendments indicated thereon into the record is requested. In view of all the 
foregoing. Applicants respectfully submit that the pending claims are patentable over the art of 
record and in form for allowance. An early notice of allowance thereof is requested. 



Respectfully submitted. 




Riclc Ni^os^^D. 
RegistmttoriNo. 40,082 
Agent for Applicant 
Email: innovarllc@sbcglobal.net 



P.O. Box 250647 
Piano, TX 75025-0647 



Ph.: 972-747-7373 
.Fax:972-747-7375 



flfl 1 ^ ^ AMENDMENTS TO THE CLAIMS Docket No. PHUS-28 

c 

4mA»gt- n ATMS 

We claim: 

1) (Currently amended) A pharmaceutical composition comprising: 

a) a COX-U inhibitor^ wherein the rOY-TT inhihitor hinds COY-TT rereptnrs selectively 
over rOX-T receptors or hinds rOY-TT receptors speeifi rally ; 

b) a muscle relaxant; and 

c) at least one pharmaceutical excipient; wherein the COX-TI inhibitor and muscle relaxant 
provide an additive or synergistic therapeutic effect when administered to a subject. 

2) (Cancelled) 

3) (Cancelled) 

4) (Original) The pharmaceutical composition of claim 1, wherein the weight ratio of COX-II 
inhibitor to muscle relaxant varies from (12.5:2.2) to (50:8). 

5) (Original) The pharmaceutical composition of claim 1, wherein the COX-II inhibitor is 
selected from the group consisting of central muscle relaxants and neuromuscular blocking 
agents. 

6) (Original) The pharmaceutical composition of claim 1, wherein the at least one 
pharmaceutical excipient is independently selected from the group consisting of an acidifying 
agent, adsorbents, alkalizing agent, antioxidants, buffering agent, colorant, flavorant, 
sweetening agent, tablet antiadherent, tablet binder, tablet and capsule diluent, tablet diirect 
compression excipient, tablet disintegrant, tablet glidant, tablet lubricant, tablet or capsule 
opaquant, plasticizer, surface active agent, solvent, oil, soap, detergent, and tablet polishing 
agent. 

7) (Previously amended) The pharmaceutical composition of claim 1, wherein the muscle 
relaxant is selected from the group consisting of alcuronium, alosetron, aminophylline, 
baclofen, carisoprodol, chlorphenesin, chlorphenesin carbamate, chlorzoxazone, 
chlormezanone, cyclobenzaprine, dantrolene, decamethonium, diazepam, dyphylline, 
eperisione, ethaverine, gallamine triethiodide, hexafluorenium, mephenesin, metaxalohe, 
methocarbamol, metocurine iodide, orphenadrine, pancuronium, papaverine, pipecuronium, 
pridinol, succinylcholine, theophylline, tizanidine, tolperisone, tubocurarine, vecuronium, 
idrocilamide, ligustilide, cnidilide, and senkyunolide. 

8) (Thrice Amended) The pharmaceutical composition of claim 1, wherein the COX-II inhibitor 
is selected from the group consisting of rofecoxib, celecoxib, flosulide, [NS-398 ] N-(?.- 
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Cyclnhexyloxy-4-nitrnphenyl) methflnesnlfonamiHe^ [ DUP-697 ] S-hrnmn-7-(4-fliinr ophenyl)- 
3-(4-methylsnlfonyl) thinphene^ meloxicam, 6-methoxy-2-naphthylacetic acid, nabumetone, 

etodolac, nimesulide, [ SC-5766G ] 1 -f1iinro-4-(7-(4-(methykiilfnnyl)-phenyl )-1 -ryolnpentpn- 
1-yl)-hen/ene, [ T-614 ] N-(^-fnrmylflTriino-4-oxn-6-phennvy-4H-r hrornpn-7-yl) 

methanesiilfonflmiHe^ and combinations thereof. 

9) (Canceled) 

10) (Currently amended) A pharmaceutical dosage form comprising: 

a) a therapeutically effective amount of a COX-II inhibitor^ wherein the mX-TT inhihilor 
hinds COX-TT receptors selectively oyer rOX-T recpptnr<s or hinds rOX-TT receptors 
spemfirally; 

b) a therapeutically effective amount of a muscle relaxant; and 

c) at least one pharmaceutical excipient. 

11) (Original) The pharmaceutical dosage form of claim 10, wherein the dosage form is selected 
from the group consisting of a gel, cream, ointment, pill, tablet, capsule, liquid, suspension, 
osmotic device, bead, granule, spheroid, particulate, paste, prill, reconstitutable solid, 
powder, and injectible liquid. 

12) (Twice amended) The pharmaceutical dosage form of claim 10, wherein the [ dosage form 
independently provides a con t i ' olled, delayed, sustained, imm e diate, timed, slow or rapid 
release of each of tlic ] COX-II inhibitor is rftlftasPiH at a faster rate than ^and] the muscle 

relaxant^ the COX-TT inhibitor is released at a ^Inwer rate than the iniisde relaxant^ or the 
COX-TT inhibitor is released at approximatply the same rate as the mnsele relaxant when the 

dosage form is [when] exposed to an aqueous environment. 

13) (Previously amended) The pharmaceutical dosage form of claim 10, wherein the dosage form 
provides therapeutically effective plasma levels of the COX-II inhibitor for a period up to at 
least about 12 hours after administration to a subject. 

14) (Previously amended) The pharmaceutical dosage form of claim 10, wherein after 
administration to a subject the dosage form provides therapeutically effective plasma levels 
of the muscle relaxant for a period of administration sufficient to enhance the therapeutic 
benefit provided by the COX-II inhibitor. 

1 5) (Original) The pharmaceutical dosage form of claim 10, wherein the pharmaceutical dosage 
form is adapted for oral, buccal, ocular, otic, gastrointestinal, dermal, rectal, vaginal, cervical. 
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intrauterine, epidermal, transdermal, implant, mucosal, parenteral, sublingual, nasal, or 
pulmonary delivery. 

16) (Previously amended) The pharmaceutical dosage form of claim 10, wherein the muscle 
relaxant is selected from the group consisting of alcuronium, alosetron, aminophylline, 
baclofen, carisoprodoi, chlorphenesin, chlorphenesin carbamate, chlorzoxazone, 
chlormezanone, cyclobenzaprine, dantrolene, decamethonium, diazepam, dyphylline, 
eperisione, ethaverine, gallamine triethiodide, hexafluorenium, mephenesin, metaxalone, 
methocarbamol, metocurine iodide, orphenadrine, pancuronium, papaverine, pipecuronium, 
pridinol, succinylcholine, theophylline, tizanidine, tolperisone, tubocurarine, vecuronium, 
idrocilamide, ligustilide, cnidilide, and senkyunolide. 

17) (Thrice amended) The pharmaceutical dosage form of claim 10, wherein the COX-II inhibitor, 
is selected from the group consisting of rofecoxib, celecoxib, flosulide, [NS-398 ] N-(7.- 
cyc1ohexyloxy-4-nitrophenyl) methflnesmlfnnamiHft^ [ DUP-697 ] S-hromn-?.-(4-flnnrnphenyl)- 

3-(4-methylsulfonyl) thinphene, meloxicam, 6-methoxy-2-naphthylacetic acid, nabumetone, 
etodolac, nimesulide, [ SC-57666 ] 1 -fluoro-4-(2-(4-(methy]sulfnnyl)-pheny])-l -cyclopenten- 
1-yl)-hen/ene, [ T-614 ] N-(l-fnrmylaminn-4-oxo-6-phennxy-4H-chrnmen-7-yl) 

methanesulfonamide, and combinations thereof 

18) (Twice amended) The pharmaceutical dosage form of claim 10, wherein [ each di - ug is 
released rapidly and ] the dosage form provides therapeutically effective levels of each drug 
for a period of at least 12 hours after administration to a subject. 

19) (Original) The pharmaceutical dosage form of claim 18, wherein the period is about 12 to 60 
hours. 

20) (Original) The pharmaceutical dosage form of claim 19, wherein the period is about 12 to 30 
hours. 

21) (Original) The pharmaceutical dosage form of claim 19, wherein the period is about 18 to 48 
hours. 

22) (Previously amended) The pharmaceutical dosage form of claim 10, wherein after 
administration to a subject the plasma level of the COX-II inhibitor or muscle relaxant is 
dependent upon the plasma level of the muscle relaxant or COX-II inhibitor, respectively. 
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23) (Previously amended) The pharmaceutical dosage form of claim 10, wherein after 
administration to a subject the plasma level of the COX-II inhibitor or muscle relaxant is 
independent of the plasma level of the muscle relaxant or COX-II inhibitor, respectively. 

24) (Original) The pharmaceutical dosage form of claim 1 0, wherein the dosage form provides 
therapeutic plasma levels for the muscle relaxant in an amoimt sufficient to provide a 
therapeutic benefit to a subject to whom it is administered. 

25) (Previously amended) The pharmaceutical dosage form of claim 10, wherein after 
administration to a subject the dosage form provides therapeutic plasma levels for the COX-II 
inhibitor in the range of about 90 ng to about 300 ng per ml of plasma in the subject. 

26) (Previously amended) The pharmaceutical dosage form of claim 10, wherein the COX-II 
inhibitor and muscle relaxant are released sequentially after exposure to an aqueous 
environment. 

27) (Previously amended) The pharmaceutical dosage form of claim 10, \yherein the COX-II 
inhibitor and muscle relaxant are released concurrently after exposure to an aqueous 
environment. 

28) (Previously amended) The pharaiaceutical dosage form of claim 10, wherein the COX-II 
inhibitor and muscle relaxant are released in spaced apart periods of time after exposure to an 
aqueous environment, 

29) (Twice amended) The pharmaceutical dosage form of claim 10, wherein each drug is 
independently released according to a [ rapid, ininiedia t e, ] controlled, sustained, [ slow, ] 
timed, targeted, pseudo-first order, first order, pseudo-zero order, or zero-order[ ,. and/or 
delayed ] release profile after exposure to an aqueous environment^ nptinnfllly wherein the 
release of one or both of the drugs begins after expiration of a lag period, and nptionally 

wherein the release of one Hnig begins after relea<se of the other dnig has hegiin . 

30) (Previously amended) The pharmaceutical dosage form of claim 10, wherein the dosage form 
provides a controlled release of the COX-II inhibitor and a controlled release of the muscle 
relaxant after exposure to an aqueous environment. 

31) (Twice amended) The pharmaceutical dosage form of claim 10, wherein the dosage form 
provides a controlled release of the COX-II inhibitor after exposure to an aqueous 
envirnnment and a [ rapid ] release of the muscle relaxant within two hours after exposure to 
an aqueous environment. 
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32) (Twice amended) The pharmaceutical dosage form of claim 10, wherein the dosage form 
provides a controlled release of the muscle relaxant after evposnre tn an agneons 
pnvirnnment and a [ rapid ] release of the COX-II inhibitor within two hours after exposure to 
an aqueous environment. 

33) (Twice amended) The pharmaceutical dosage form of claim 10, wherein the dosage form 
[ piovides a rapid release of] releases the COX-II inhibitor and [of] the muscle relaxant within 
two hours after exposure to an aqueous environment. 

34) (Twice amended) The pharmaceutical dosage form of claim 10, wherein the dosage form 
[ provides a rapid r e l e ase of] releases the muscle relaxant within two hours after exposure to 
an environment of use and [ a d e lay e d bu t rapid ] release of the COX-II inhibitor begins after 
[ exposui 'e to an aqueous envir o nm e n t] release of the mnsele relaxant has begun. 

35) (Twice amended) The pharmaceutical dosage form of claim wherein the dosage form 
provides a [ rapid r e leas e of tlic muscl e relaxant and a tim e d but ] controlled release of the 
COX-II inhibitor after exposure to an aqueous environment. 

36) (Twice amended) The pharmaceutical dosage form of claim 10, wherein the dosage form 
[provides a rapid release of] releases the COX-II inhibitor within two hours after exposure to 
an environment of nse; ^d a delayed but rapid] release of the muscle relaxant begins after 
[exposure to an aqueous environment] release of the roX-TT inhibitor has begun. 

37) (Twice amended) The pharmaceutical dosage form of claim [W] wherein the dosage form 
provides a [ rapid releas e of t li e COX-II inliibitor and a timed but ] controlled release of the 
muscle relaxant after exposure to an aqueous environment. 

38) (Original) The pharmaceutical dosage form of claim 10, wherein the weight ratio of COX-II 
inhibitor to muscle relaxant varies from 12.5:2.2 to 50:8. 

39) (Canceled) 

40) (Twice amended) A pharmaceutical composition comprising: 

a) a COX-II inhibitor selected from the group consisting of rofecoxib, celecoxib, flosulide, 

[ NS-398 ] N-(?-eyelohexyloyy-4-nitrophenyl) methanesulfonamide, [ DUP-697 ] 5-brnmo- 
2-(4-fluorophenyl)-3-(4-methylsulfonyl) thiophene, meloxicam, 6-methoxy-2- 
naphthylacetic acid, nabumetone, etodolac, nimesulide, [ SC-57666 ] l-fluorn-4-(2-(4- 
(methylsulfonyl)- p henyl )-l -c yclopenten-1 -yl)-hen7.ene, [ T-614 ] N-(3-formylamino-4- 
oxo-6-phenoxy-4H-chromen-7-y1 ) methanesul fnnam i de, and combinations thereof; 
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b) a muscle relaxant selected from the group consisting of alcuronium, alosetron, 
aminophylline, baclofen, carisoprodol, chlorphenesin, chlorphenesin carbamate, 
chlorzoxazone, chlormezanone, cyclobenzaprine, dantrolene, decamethonium, diazepam, 
dyphylline, eperisione, ethaverine, gallamine triethiodide, hexafluorenium, mephenesin, 
metaxalone, methocarbamol, metocurine iodide, orphenadrine, pancuronium, papaverine, 
pipecuronium, pridinol, succinylcholine, theophylline, tizanidine, tolperisone, 
tubocurarine, vecuronium, idrocilamide, ligustilide, cnidilide, and senkyunolide and 
combinations thereof; and 

c) at least one pharmaceutical excipient. 

41) (Previously added) The composition of claim 40, wherein the at least one pharmaceutical 
excipient is independently selected from the group consisting of an acidifying agent, 
adsorbent, alkalizing agent, antioxidant, buffering agent, colorant, flavorant, sweetening 
agent, tablet antiadherent, tablet binder, tablet and capsule diluent, tablet direct compression 
excipient, tablet disintegrant, tablet glidant, tablet lubricant, tablet or capsule opaquant, 
plasticizer, surface active agent, solvent, oil, soap, detergent, and tablet polishing agent. 

42) (Previously added) The composition of claim 41, the weight ratio of COX-II inhibitor to 
muscle relaxant varies from (12.5:2.2) to (50:8). 

43) (Amended) The composition of claim 40, wherein the COX-II inhibitor and muscle relaxant 
are independently provided in each occurrence in controlled relpase fonn, sustained release 
fiirm, [immediate,] timed release £arm, [ slow or rapid release form ] or in a form wherein 
complete release of drug occurs within two hours of beginning of its release 

44) (Amended) The composition of claim 43, wherein release of at least one of the COX-II 
inhibitor and muscle relaxant [ aie independently f uitlier provided in each occuiTcnc e in 
delayed o r tai ' g e t e d releas e form ] begins after expiration of a lag period and/or release of at 
least one of th£ COX-IT inhibitor and the muscle relaxant is targeted in a subject to which the 
composition is administered, 

45) (Previously added) The composition of claim 40, wherein at least one of the COX-II inhibitor 
and muscle relaxant are independently provided in each occurrence in pseudo-first order, first 
order, pseudo-zero order, or zero order release form. 

46) (Previously added) A pharmaceutical dosage form comprising the pharmaceutical 
composition of claim 40. 
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47) (Previously added) A pharmaceutical dosage form comprising the pharmaceutical 
composition of claim 41 . 

48) (Previously added) A pharmaceutical dosage form comprising the pharmaceutical 
composition of claim 42. 

49) (Previously added) A pharmaceutical composition comprising: 

a) a COX-II inhibitor selected from the group consisting of rofecoxib and celecoxib; 

b) pridinol; and 

c) at least one pharmaceutical excipient. 

50) (Previously added) The pharmaceutical composition of claim 49, w^herein the at least one 
pharmaceutical excipient is independently selected from the group consisting of an acidifying 
agent, adsorbent, alkalizing agent, antioxidant, buffering agent, colorant, flavorant, 
sweetening agent, tablet antiadherent, tablet binder, tablet and capsule diluent, tablet direct 
compression excipient, tablet disintegrant, tablet glidant, tablet lubricant, tablet or capsule 
opaquant, plasticizer, surface active agent, solvent, oil, soap, detergent, and tablet polishing 
agent. 

51) (Previously added) The composition of claim 49, the weight ratio of COX-II inhibitor to 
pridinol varies from (12.5:2.2) to (50:8). 

52) (Amended) The composition of claim 49, wherein the COX-II inhibitor and pridinol are 
independently provided in each occurrence in controlled releaf^e form, sustained release fhnn, 
[immediate,] timed release form, [ slow or rapid r e lease form ] or in a form wherein complete 
release of dnig nreiirs within two hoiirs; of beginning of its release 

53) (Amended) The composition of claim 52, wherein release of at least one of the COX-II 
inhibitor and pridinol [ ar e ind e pend e ntly f uitlicr provid e d in each occuiT c nce in delay e d o r 

tai ' g e ted rel e ase form ] begins after eypiratinn of a lag period and/or release of at least one of 
the COX-TI inhibitor and pridinol is targeted in a subject to which th£ romposition is 
aHministered 

54) (Previously added) The composition of claim 49, wherein at least one of the COX-II inhibitor 
and pridinol are independently provided in each occurrence in pseudo-first order, first order, 
pseudo-zero order, or zero order release form. 
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A third composition (forming a drug-containing coat) was prepared by mixing rofecoxib 
(50.00 g), microcrystalline cellulose (250.00 g), lactose monohydrate (177.6 g), com starch 
(57.00 g) and povidone (25.00 g). This mixture was wetted with a mixture of alcohol (96°, 
100.00 ml) and Polysorbate 20 (1 .60 g). This wet mixture was then granulated and dried at 40- 
50°C for 3 hours. The dried granulate was screened and mixed with colloidal silicon dioxide 
(4.10 g). This mixture was mixed to homogeneity with magnesium stearate (4.70 g). This final 
mixture was then compressed about the inert coat using biconcave 14.50 mm diameter punches. 
The coat had a final weight of about 570.0 mg and a hardness of about 7-12 kP. 

A final composition (for forming the finish coat) was prepared by mixing HPMC 2910 
(12.10 g), PEG 6000 (3.41 g), and titanium dioxide (4.48 g) in a mixture of methylene chloride 
and alcohol (96°) (70:30 v/v). The final composition was sprayed onto the drug-containing coat 
in a conventional pan coater to obtain film-coated tablets which membranes weigh about 20 mg. 

Tn one emhndiment the weight ratio of COX-IT inhibitor to muscle relaxant varies from 
(1?,S!9,7,) to (SO-?^) In one emhodiment^ the Hosage form provides therapeutic plasma levels for 
the rOX-II inhibitor in thfi range of ahont 9Q Dg tQ about "^00 ng per ml of plasma in a subject 

after administration 1q th£ subject. 

The above is a detailed description of particular embodiments of the invention. It is 
recognized that departures fi-om the disclosed embodiments may be made within the scope of the 
invention and that obvious modifications will occur to a person skilled in the art. Those of skill 
in the art should, in light of the present disclosure, appreciate that many changes can be made in 
the specific embodiments which are disclosed herein and still obtain a like or similar result 
without departing from the spirit and scope of the invention. All of the embodiments disclosed 
and claimed herein can be made and executed without undue experimentation in light of the 
present disclosure. 
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T Nut ritio nal sup plement_s 

T Osmoti c device c o ntaining venlafaxine and an anti -ps ychotic agent 
T QrallY administrab le opioid formulations having extended duration of effect 
T Dietary supplemen t 

T Solid_camer s for improved delivery of hydrophobic active ingredients in p harmaceutical 
compositions 

T Osmotic device containing diltiazem and an ACE inhibitor or diuretic 

T Antibiotic composijipn with inhibitor 

T Sustained release ranplMine.f 

T Imrnediate release eplerenone cpmppsitions 

T High drug load immediate and mpdified release oral dosage fprmulations and processes for 
their ma nufacture 

T Tunnel fire suppression svstem and m ethods for selective deliverv of breathable fire 
suppressant directly tp fire site 

T Levpthyroxine cpmppsmpnseuid method 

T Method for treating exercise iriduced asthma 

T Pharmaceutic^ dpsagelprm for pul^ 

T Antibiotic product, use and formulatipn thereof 

T Regulated release preparations 

T Antiviral product, usernd formuM 

T Nlethod. o f treating inflammatory bowel disease using a topical formulation of lL-1 1 
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19 6,537,573 T Combination dosage form comprising cetirizine a^^^ pseudQephedrine 

20 6J34,093 T I nimejdiate. release eple renone compositions 

21 6,528,538 T Cycljc comBQunds useful in the treatme nt of dvslipiH aemia . ather oscleros is and diahetf^s, 

pbarama^utjcal com positions and prep arati on process 

22 6,524,619 T Dosage fojTOSusgMfor_modifying conditions and functions associated with hearing I^^q 

and/or tinnitus 

23 6,521,255 T Osmotic device containing ranitidine and a prgkine^^^^ 

24 6,52 L253 T Immediate release tablet 

25 6,5 1 7,866 T Sertraline salts and sustained-release d^^ 

26 6,5 1 4,53 1 T Controlied-release dosage forms comprising j^^^ 

27 6,509,499 T Nitrpmethylthipbenzene deriyatiyes £^ 

28 6,50x597 T aeansmgoiLfiltgr .contoi liq uid antioxidant/ additiye soluti o n, and method 
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29 6.5_00,457 T Qraj phannac^ticaLdo^^ for ms for pulsatile delivery of an antiarrhythmic ag ent 

30 _6_,500,454 T Tim ed, sustained release systems for p ropranolol 

3 1 6,495. J_62 T Control led release oral tablet having a unitary core 

32 6,485,746 TContrplled-release sMatiye-h^^^ 

33 6,482,437 '''Morphine.Mfate microgra 

34 6,469,035 T Methods of pretreating hyperlipide^^^ prior to the 

start of single daily .dose nj 

35 6,465,012 T Pharmaceutical ta blet formulation containing g aha pentin with improved p hy sical and chemical 

characteristic s and method of making the same 

36 6^5^557 T Me thod of reduc in g somnolence in patients treated with tizanidine 

37 6,451 JQ8 T Inhibition of emetic effect of metformin with 5-HT3 recep tor antflgnni.;t<; 
38 .6,428,049 T Seat belt relea se mechanism 

39 6,423,339 T Liquisplid systems Md .ineth 

40 6,419,960 TCpntrolled release...foimul^^^^^^ 

cpncentrations 

41 6,410,054 T Immediate release e^^^ 

42 6,406,71.5 T Intermediate rdease nicptini.c acii^ having un.ique 

urinar y metabolite profiles 

43 .6,3_99,.1..00 T Controlled release pharmaceutical compositions containing tiagabine 

44 .63i 7,40.4 T Immediat e release tablet cores of insoluble drugs having susta ined-r elease coating 

45 6,372,25.5 T TabLet for instan t and prolon ged rel ease of one or more active subst ances 

46 6,3 72,254 T Press cpated, RuIsatUe. dnig.dMyeiy.sy^s^^^^ 

47 6,372,252 T Guaifenesin sustain^ release fpm^ 

48 6,368,634 T High release solid prepara.tipn, preparatipn..an^l^^^^ 

49 6,344,215 T Methylphenidate mpdified.release fom 

50 6,342,245 T Compositipns pf lipid Ipwering agents 
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T Phamiaceutical doMge fo 
T Oral pulsed dose drug delivery system 
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T Therap eutic use and formulation 

T Method of treating a bacterial infectio n comp rising administering amoxycillin 
T Taste- masked p harmaceutical r nmposition 
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T Nutritional supplements 
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T Dosage forms 

T Maximizing effectiveness of substmceosM..t^^^^ 

T Immediate releasetablet cores ^0 

T Dosage forms for the trMment of the c 
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T Nefazodone dosage fonn 
T Release reso.urcemessa^^^ 
T Extended release ace^^^^ 

T Metho ds of treating infl ammatory bowel diseases bv administering IL-1 1 
T Powder dispenser 
T Cisapr ide mini-tablet formulations 
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T Phar maceutical excipient having improved compressibility 
T Control led release oral tablet having a unitar y core 
T Alkali ne composition for re moving protein deposits 
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T Liguis olid systems and methods of preparing same 
T Controlled release compos^^^^^^^ 
T Non-sedating acrivastine pro du ct 
T Powder-layered oral dosage forms 
T System and method for intraday netting payment finality 

T Feriofibrate pharmaceutical coinpositipri haying high bioavailability and method for 
prepa ring it 

T Sol-controlled thermocoUoid matrix based on g el atin for oral sustained-release form 
T Q.ral_rnoD?hine m ultiparticulate fo rmulation 
T Immediate-effec t ibuprofen-containing medica ment and its use 
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T Pharniaceutical drug dosage forms providing different release rates 
T Formul ations and rnethods for providing prolonged locM anesthesia 
T Nitromethyl ketoiies,.process for preparing them Md compositions contaim them 
T Phannaceutical composition for combination of piperidinod 
T Controlled release tablet of bupropion hydrochloride 

T Immediate release tabl et cores of insoluble drug s having s ustained-release coating 
T Lower bac k su pp ort 
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1 6,576.666 T NutritLonaLsuppIemer^ 

2 6.569._857 T Dietary ju^ijLement 

3 .6,569^63 T S.pjjd.carriersibr improv ed delivery of hydrophobic active ing redi ents in pharmaceut ical 
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4 6,569,456 T Osmotic device containing diltiazem Md. sffi ACE i 

5 6,565,882 T Antibiotic composition wth in^^^ 

6 6,558,701 T Multilayer tablet for administering a fixed combination of tr^^ 
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9 6,55 1 ,6 1 7 T Taste masking coating cpmposition 
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13 6,541,014 T Antiviral product, use and for mulation therpnf 

14 6,534,549 T Con trolled release formulations 
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16 6,51_5,OL0 T Caryedilol methanesulfonate 

1 7 6,5.1 1, 678 T Controlled re lease formulation of divalp roex sodium 

1 8 6,509,03 1 T Sysfem for polYmerizing collagen and collag en comp osites in situ for a tissue compatihlP 

wound sealant, delivery vehicle,. biMng agent Md/or c^^^^^ matrix 

19 6,500,457 T Oral pharmaceutical dosage foms fobuW agent 
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26 6,460,446 T Sonic rarefaction wave recpiUess g 

27 6,458,383 T Phamiaceutical dosage form for oral adminis^^ 

molecular \yeight heparin 

28 6,436,438 T Tramadol multiple unit formulations 

29 6,428788 T .Compositions an d methods for specifically targeting tum ors 

30 6,403^634 T Use of ta xoid derivatives 

31 6.403 ,597 T Administration of phosp hodiestera se inhibitors for the treatment of premature ejaculation 
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33 6,395 J27 T MMiMoffiLeatinR B Nervosa and related eating diso rders bv administration of atyp ical 

aiitipsychotic niedication^^ 
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35 6,372,799 T Npn-sedating diphenhydram 
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alterations o f the bacterial flora 

37 6,.358,528 T Pharm aceutical formulation 

38 6J 52,721 T Combined diffusion/osmot i c pumpin g drug deUvery system 

39 6,350,4J1 T Tablet, comprising a delayed release coating 

40 6,340,47.6 T PhamaceutLcal dos age form for pulsatile delivery of methvlp henidate 

41 6,338,847 T Cpmpp^itionsmd methods to disinfect co ntact lenses 

42 6^35,351 T H^^drpxylansoi^^^ and methods 

43 6,309 J93 T Assay met hod with improved release of solub le reagents 

44 6,309,663 T Inglyceriderfig^cpmposi^ and methods for enhanced absorption of hvdrop hilic 

therapeutic agents 

45 6,300,343 T Method of treatment 

46 6,299,903 T Delayed release pharmaceutical fprmiyd 

47 6,280,744 T Use of inorganic aerogels in phsurn 

48 6,270,805 T Two pellet controlled release formiilatipn fpLm contains an alkaline 

metal stearate 

49 6,2 70,79.8 T Lozenge for tlie modified releasing of a ctive subst an ces in the gas trointestinal tr act 

50 6,267,990 T .CpntrpjlM-rdease.phM^ preparation com p rising an ACE inhibitor as active 

ingredient 
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T Nutritional siipplements 

T One-pack preparation for disinfection, neutralization and.cleaning of contact lenses and 

method_of disi nfection, neutralization and cleaning 
T Proaramnied re lease ambroxol--HCl dosag e forms 

T Mid carriers, for improved delivery o f active ing re dients in p ha rmaceutical comp ositions 
Tyis_coelastic su rfactant base d gelling com position for wellhore ser vice fluids 

T Phamiaceutical compositions in the for m of sustained-release tablets based on hig h mnler.nlflr 
weight polysaccharide granules 

T Method of promoting smoking cessation 

T Pharmaceutical dosage fonn for pulsatile^d of drthreo-methylphenidate and a second 
CNS sti mul ant 

T Maximizing effectiveness o f substa nces used to improve hea lth and well being 

T Apparatus^meth od and composition for cleaning and disinfecting 

T DejaYgd release breakers in gelled hydrocarbons 

T QralbLadrninis tered analg e sic composition comprising myfadol 

T Systems and methods for disinfe ct ing contact lenses 

T Extended relea se formulation of diltiazem hydrochloride 

T Modified jelease multiple- units dosage composition for release of op ioid cnmpnimH.; 
T Delayed release coated tablet of bupropi on hydrochloride 
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67 6,1 32,773 T Method for preparing particles compriMng a core and a siHca 

68 6 J. 1 4 J 82 T Method^.for_lreatin^ inflammatory bowel disease 

69 6, 103,263 T Delayed pulse release_hydr6 gel matrix tablet 

70 6,096,696 T Alkaline^cpjnposition for removing p rotein dep osits 

71 6,096,341 T DeLay^ed„release_ tablet of buprop ion hydrochloride 

72 6,083 j520 T B.ioaclive 

73 6,0L1 ,959 T Phamiaceutical pr oducts containin g a complex of an amide-type local anestheticand a 

pplyacrj^late 

74 6,020,002 T Deliyeiy of controlled-release sy^^^ 

75 6,004,546 T Pharmaceutical composition containing bismm^^^ 

76 5,993,505 T Controlled release fertilizer compositionsimd prpcesses for the preparation thereof 

77 5,985,843 T Pharmaceutical coniposition containing su^^ 

78 5,985,319 T Multi-phase comppsitions for 

79 5,958,873 T Qral formulation for trea^^^ 

80 5,948,735 T Use of breaker chemicals in gelled hydmc^^^ 

8 1 5,948,248 T Coolant filter having a delayed re 

82 1945,123 T Maximizing effectiv eness of substan ces used to i mprove health and well bein g 

83 5^925,344 T Phannaceuti cal composition and uses theref or 

84 .5,?22,352 T Once daily calciu m chann el blocker tablet havin g a delayed release core 

85 5,922,312 T Ac^derMgd .gas removal from divers' tissues utilizing gas metabolizing bacteria 

86 5,9 1 0,322 T Delayed.relea se pharmace utical formulation containing amo xycillin and potassium 

clayulaiiate 

87 5,908,829 T Use of MCP-1 for inducing ripe^ 

88 5,908,634 T Animal feed containing m^^^^ 

89 5,889,028 T Colonic deliver}^ of nicotine to tre^^^^ 

90 5,87 1 ,776 T Controlled-release nifedipine 

91 5,853,762 T Delivery of contro|led-rel^ 

92 5,846,983 T Colonic dehveo^of nicotine to 

93 5,844,072 T Antibiotic cryptdin peptides afl^ 

94 5,843,482 T Products and processes for the treatm of the alimentary ca^ 

95 5 J95,592 T Phamiace^^^ to enhance tissue healing and reg e neration and application kit 

.CQmprising^it 

96 5,783 J32 T Enaime composit ions and methods for contact lens cleaning 

97 5 ,767,066 T Medjcal applicati on of bromelain 

98 5 J60^093 T Halphydrocmtp n-free delayed release lacquer solution for pha rmaceutical preparation 

99 5,756,1 25 T Controlled release naproxen sodium plus naproxen comM^^^ 

100 5,747,438 T Machine dishwashing .detergent containing coated percarbonate and an acidification agent to 

provide delayed lowered pH 
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T Delivery of controllM-rdease^^^^ 

T Thermoplastic and biodegradable polysacc 
containing maleic acid addition product groups 

T Laundry detergent containing a coated percarbonate and an acidification ag ent to provide 
delay ed lowered p H 

T Pharmaceutical compositions based on chewing gum and a method for the preparation 
thereof 

T Inhibition of nitric oxide formation in inflammatory bowel disease 
T Delayed-release form for pharmaceutical active compounds 
T Delayed release m icrotablet of .heta -phenvlpropiophenone derivatives 
T .AcLdizmgjjndergroun d reservoirs 

T Starch acetate composition with mod ifiable prop e rties, method for prep ara tion and usag e 
thereof 

T Projcess_for.prep_aring controlled release pharmaceutical forms and th e forms thus obtained 
T Use of breaker chemicals in gelled hydrocMbons 

T Controlled release composition for active substances into an aqueous medium 
T Drugs containing S(+)-ibuprofen 

T Composition for controlled release of m active MbsM^^ the preparation of 

such a composition 

T 
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1 1 5 5,622.721 Dosage forrns of risedronate 

1 16 5,622 J16 T Process for pre^^ c ontaining diltiazem for a sing le dail y administratio n 

1 1 7 5.6 1 8,544 T Method of decreasin g cuta neous senescenc e 

118 5,609^884 T Cmtro Lied release naproxe n sodium plus naproxen co mbination tablet 

1 1 9 5,595,762 T S.taMized_pulverule nt active agents, compositions conta ining them, p rocess fo r obtainin g 

them and the ir ap plications 

1 20 5,591 ,397 T Double redox system for disinfecting contact le^^^ 

121 5,578,240 T Compositions and methods fpLidentify^^ 

122 5,574,097 T Chemical compounds 

123 5,536,507 T Colonic drug delivery system, 

124 5,534,250 T Polymers containing diester 

125 5,522,175 T Natural savor>^ and umami flavoring ma^^^^^ 

126 5,505,963 T Slow release phaima^^ 

127 5,498,5 1 5 T Photographic element contairiing a 

vyith low- or non-chloride emulsions 

128 5,496^376 T Carbonate^M detergent composition containing a delayed release p olvmer 

1 29 5,484,609 T Therape utic compositions and me thods 

130 X470.i84 T Diltiazem fonnulation 

131 5.462.i48 T Cojorphotographic materials includin g magenta coupler, inhibitor-releasing coupler and 

carbonaniide; compound, and methods 

1 3 2 5,462,7 1 3 T Double redox system for disinfecting co^^^^ 

1 33 5,455,987 T One-piece hinge 

134 5,453,283 T Orally admmistered solyent-feepha^ 

rdease^andA method of pr eparing the p reparation 

135 _5, 4 5 3, 216 T Dela^edrreleas^^^ warewashing composition and process of use 

136 .5,4SL4_93 T Photographic element contajnm g^ certain sulfonated acvlacetanilide coupler in romhin^^tmn 
vvith a development in^^ 

1 37 5,439,689 T Diltiazem fprmulMion 

138 5,430,030 T Nerve gas antidote 

139 5,427,592 T Intact seed-based ddayed-released nutriem 

140 5,426,120 T Pharmaceutical composition cpmaining , gam or its lactone in the 

tegatment of drug dependence and nutritio nal disorders 

141 5,422,117 T Multiphase p harmaceutical f ormulations; 

142 5,4L3,793 T Mujtiphase supposi^^ 

143 .5,393,525 T Contrasl.medium comprising superpa ramag netic or ferromagnetic particles cap able of 

increasing viscosity after adrninistration 

144 5,378,472 T Methyl pyn-olidinone chitpsan,^p^^^ 

145 5,3 76,5 1 9 T Photographic material containing a coupler composU^^ comprising magenta coupler, 

phenolic solvent, and at least one aniline or amine 

146 5,338,480 T Cmpositjons and methods to clean contart len^e;; 

147 5 J36,434 T MMiods^ cprnposi tions and apparatus to disinfect len<;es 

148 5,334,396 T Chewingj>um s weetened w ith alitam c and having a high level of lecithin 

149 5J24,447 T Method^d^twato to disinf ect lenses 
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aclm/"slow release" 



PAT. 
NO. 

6.574,913 
6.566.338 



3 6,565,866 

4 6,565.860 



6=558,544 
6,553J26 
6.552.050 
6,547,747 
6,544,^554 
10 6,528.049 



11 6,524,333 

12 6,514,531 

13 6,506,422 

14 6,503,881 

15 6,503,288 

16 6,500,222 

17 6.498.152 



Title 

T Semjoch emi cal an d sonic signals for monitoring and control of clothes moths 

T Caspase inhibi tors for the treatment and prevention of chemothe rapy and radiat ion therap y 
induced ceU death 

T lodophor compositions 

T Surfactant coated products and methods for their use m plant growth and soil 

rernediation 

T Pressure ve ssels f o r holding cylin drical semi permeable membrane cartridges 
T Barrier against crawlin g arthropods 

T Method^ for_e nhancing protective cellular responses to g enotoxic stress in skin 

Withdrawn 
T Regulat ed release preparations 

T Bisexual attractants, aggregants and arresta nts for adults and larvae of codlin g moth and other 
species of lepidoptera 

T Device for therapeutical treatment of a blood vessel 

T Controlled-release dosage forms comprising Zolpidem or a salt thereof 

T Nutritional foimula for phenylketonuria patients 

T Compositions and methods for peptides alone or in 

c ombination with antihiotics 

T Proces__sJbr the pro duction of biode gradable encap sulated fertilizers 
^ Diureides and their use 

T Uie of a fame syl transferase inhibitor in the manufacture of a medicament for local 
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administration to the vascular wall in the preyention of re 

18 6,49x563 T MeLhod,and__compositio n for prevention of scar formation in glaucom a filtr ation bleb and 

drainag e fistula 

1 9 6,495,522 T Substituted alph a-hvdroxy acid caspase inhibitors and the use thereof 

20 6,472 J_98 T Slow relea se sub strate s for driving microb i al transformations of e nvironmental contaminants 

2 1 6,464,96 1 T Polymenc delivery and r elease systems for oral care actives 

22 6,464,875 TFood, animal, vegetable and food prepamfi^^^ 

23 6,464,864 T Composition for ti'eating aqueo 

24 6,464,746 T Homogeneous granules of sloy^-re 

25 6,458,386 T Medicaments based Pn polymers compos 

26 6,455,569 T Comiectiye tissue softening 

27 6,455,542 T Piperidine and pyrrolidine denyati niMc Qxidei^^^ 

28 6,451,765 T Methods for treating te^^^ 

29 6,448,288 T Cannabinoid drugs 

30 6,448,267 T Piperidine and pyrrolidine deri^^^^ 

31 6,445,796 T Automatic telephone:line d^^ 

32 6,440 A27 T Tissue treatment c ompositio n comprising fibrin or fibrinog en and bi odegradable and 

bioc omp ati ble polymer 

33 6,440^393 T C^bon dioxi de enhancement of inhalation therapy 

34 6,428 J85 T Method a nd composition for treating prostate cancer 

35 6,39 1 ,91 1 T Coadministration lucMthone Md^r^ 

36 6,389,745 T Sheet for growing grass s^^^^^ 

37 6387,145 T Fine graiiulated fertilizer fom^^ 
386,383,516T Sustained-release m 

39 6,372,238 T Method of using implants to fertilize, control gmM^^ attack on banana or 

plantain 

40 6,3 7_0 J20 T Self-wat ering vertical supporting p lanter 

41 6364,925 T Polyu rethane encapsulated fertilizer havin g im proved slow-release p roperties 

42 6,358,954 T PDGF recep tor kinase inhibitory comp ounds, their prepara tion, p urification and 

pharmaceuti cal compositions including same 

43 6,358,939 TUse of biologically active vitamin D co^ 

inflammatory bowel disease 

44 6,358,296 T Slow-release polyurethane encapMated ferti^ 

45 6,344,208 TPheromone baits for social insects 

46 6,338,387 TDovvnwardI energized mptipn j 

47 6,337,329 T Oxazolidin ones to treat e ve infections 

48 6,336,949 T Slowjejease urea^fertiliz er composition and a process for the p re paration of the said 

QQrnp_psi_tion 

49 633533 1 T Pseulopdynmmhic fom o f 2-r2-r4-f Bis f4-fluQrophenyl) methvlj-l-p iperazinyljethoxy] 

acetic acid dihydrochloride 

50 6,328,959 T Intestinal hydrogen remoyal using hydrogen^metabo^^^ 
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aclm/"slow release" 



51 
52 



55 
56 
57 
58 
59 
60 
61 
62 
63 
64 
65 
66 



PAT. 
NO. 

6,326,022 
6,325,934 



53 63.16,42.7 

54 6,3.1.6,03.} 



6,316,008 
6.,3 12,705 
6,309,370 
6,306,804 
6,297,213 
6,290,990 
RE37,369 
6,287,849 
.6,280,772 
6,277,932 
6.277,.4.1.1. 
6.264,93_9 



Title 

T Slow-release disposable elastotneric buccal devices 

T Enz>'me and bacterial combinMion in a slowly tanks, grease 

traps a nd waste treatm ent 

T Treat ment for diabete s 

T Sjabilized controlled release substrat e having a c oating derived from an aqueous disp ersion . 
of hydrophobic polymer 

T Combination of zinc ions and vitamin C and method of rnaking 

T lodpphor compositions 

T Intracardiac drag delivery 

T Bilge Cleaning Product 

T Osteogenic deyices 

T Slow-release matrix pellets and the production thereof 

T Slow release coolant filter 

T Microbiological testing of a liquid sample 

PQivester/carb oxvlic acid compo site materials 
T Polymeriz ation proc esses a nd products 

T Pharmaceutical formulati on containin g DFMO for th e treatment of canrer 

^ Bisexual attractants, aggregants and arre stants for adults and larvae of codlin g moth and other 
sp ecies of lepidoptera 
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67 6,26 1 ,997 T Slow release formulations of pesticide^ 

68 RE3 7,262 T Herbal compositions fo r treatment of g astrointestinal disord ers 

69 6,242,3 8 L T Influencing the activity of p lant growth reg ulators 

70 6,238,554 T Fuel filjterjncludin^ slow release additive 

7 1 6,225,2 58 T Controlled release pesticide and fertiliz e r briquettes 

72 6,2 1 7 ,770 T Ap.p£u:atusjind_method f or treatment of w ater 

73 6,214,377 T Melatonin for the production of a peroral pulsatile form of medication 

74 6209 j546 T Controlling the release of c hemical additives in we ll tre ating fluid s 

75 6,206,945 T MethpiLof producing a rtificial guano 

76 6, 199 J 16 T Apparatus forjpro viding a slow release of a compressed gas and an insect tra p incorporating 

Scime 

77 6, 1 97,757 T Particles, especially micropMicles or moo 

oligosaccharides, processes for their preparation and cosmetic, pharmaceutical or food 
compo_sitions in which they are present , - 

78 6 J 92^623 T Plaiit feeder for long term, low maintenance and accurate feeding of potted p lants 

79 6,192J28 T Current-sensitive telephone-line disconnect system 

80 6,180,661 T Bipflaypnol-glycoside pereste^^^ 

concentrates and lUtra^m^ 

8 1 6,180,127 T Slow release insect repeU 

82 6, 1 74,917 T Method of treating liver disease and like indications \yith agents 

83 6,174,549 T Gel products from plant matter 

84 6, 1 65 J 50 T Symm etrical Polvurea-urethane fertilizer encapsulation 

85 6, 1 59,460 T Method for treatin g interleukin-1 mediated diseases 

86 6.JJ6,738 T Diab etic supplement bar 

87 6,1X3,094 T Wastewat er treatment method and apparatus 

88 6,1 52.98 1 T Sulf ur contain in g isocvanate compositions 

89 6,149,960 T Process a nd formulation for a chemically leavened dough or bakery product 

90 6,1 46,589 T Assay devic e for detecti n g the presence of an analyte involving sequential delivery of 

reagents through a liquid circuit 

91 6,1 39,860 T Method of simulating d 

92 6, 1 3 8 ,2 89 T Automatic toi let seat lowering deyice 

93 6,133,320 T Treatment of osteoporosis and metabolic bone dis^^^ substrate and/or 

donors 

94 6,1 32,772 T Extended-r elease solid oral dosag e forms of drugs havin g low solubility in water 

95 6J 32,76_8 T Oral, pharmace utical composition with de l ayed release of active ingredient for rev ersible 

proton pump inhibitors 

96 6, 132,759 T Medicaments containing gelatin cross-linked \yith oxidized polysaccharid 

97 6,132,710 T Preventing/treating neonatal NEC by ^ministering lactobacillus saliyM 

plantarum or a combination thereof 

98 6,12 1 249 T TreMmgntaM preve ntion of cardiovascular diseases with help of asp irin, antioxidants. 

niacilk and certain B vitamins 

99 6,120J74 T SlmvrdeMefe^^^ 

100 6, 11 7,856 T TMical bisph osphonates for prevention of bone resorption 
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^fifii^iMI aclm/"slow release" 



PAT. 
NO. 

101 6,110,866 

102 6,106,836 

103 6,105,831 

104 6,080,22.1 

105 6,079,145 

106 6,078,793 

107 6M1M1 

108 6,075.032 



Title 



109 6,074,673 

110 6,071,926 

111 6,071,924 

112 6,064,900 

113 6,060.077 

114 6,057,359 

115 6,0_54AQQ 

116 6,050.368 



T Suifactant coated products Md 

T Container with freeze-dried vaccine components v 
T Pitcher-style reiisable bottle holder 
T Vacuum coated particulate fertilizers 
T Fishing lure 

T High precision co ntrolled g ain voic e processing system anH mpthnH 

T Pi&_appeasing pheromones t o decrease stress, anxiety and aggressiveness 

T Method of preventing proliferation of reti nal pigment ep ithelium h y retinoic acid r eceptor 
agonists 

T Slow-release, self-absorbing, drug delivery system 
T Sleep qualit)^ iniproyement using a grovylii hor^^^ 

T Method of preventing proliferation of retiMl^ by retinoic acid receptor 

agonists 

T Monitoring systems 

T lJnit_galenical formulation for local hormonot herapy of va ginal dryness 

T Spontaneously dispersible concentrates comprising esters of baccatin-III comp ounds having 
aaLitumor and antiviral activity 

T Bioactiv e glasses and their use 

T Procedure and apparatus fo r controlling the hoisting motor of an elevator 
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1 17 6,048 J37 T Transdermal perfusion of fluids 

1 1 8 6,039,954 T HerbaLcomposition s for treatment of gastrointestinal disorder s 

1 19 6,034,057 T Peptide inhibitor s of fibronect ine 

120 6,034,056 T Fibjonectin adhesi on inhibitors 

121 6,022,827 T Sod or oth.er vegetation havin g a root supp ort matrix with beneficia l plant ad juvants thereon 

122 6,010 J12 T Ihejapeutic .us_e_of bFGF to t reat conditio ns involving adhesion of cytot oxic white rel k tn 

endothelium 

123 6,004,260 T Intrauterine delive;ry aiTa^ 

1 24 6,00 1 , 1 47 T Unsyinmetrical pplyureauyr^ 

125 5,998,485 T Method for modulating imm^ 

126 5,994,402 T Anti-inflammatory and anti-pyretic i^^^^^ 

127 5,990,1 83 T Porous particles, PProus hoi|Q^ p^i^^^ 

128 5,985,907 T Method for inhibiting groMh^Q^^^ 

129 5,984,994 T Sulfur co^ed fertilizers wk 

130 5,981,590 T Oral glutaniine in the preye^^^^^^ 

gas troin testinal mucosal damage 

1 3 1 5,981,469 T 78.jes_idue polype ptide fNK- lysine ) and its use 

1 32 5,980,952 T Phajmaceutica l compositio n for th e prog ramm ed release of dexfenfluramine 

1 33 5,980 J3 9 T W astewater treatment method and app aratus 

134 5,977,1 75 T Methods and comp ositions for imp r oving dig esti on and absorption in the small intestine 

135 5,965,567 Method for trea^^^^ 

136 5,962,016 Multivesicular Uppsom^^ ' ' 

137 5,958,463 T Agricultural pestidde^fo 

138 5,958,452 T Extruded Qmlly admMstm 

1 39 5,948,757 T High dose IGF-1 

140 5,945,124 T Oral pharmaceiiticaL^^^^^^ 

141 5,932,580 PDGF receptor kinase^i 

142 5,932,248 T Controlled release preparations 

143 5,927,610 T Fertilizer dispe;nsm^ 

144 5,927,006 T Ready roots 

145 5.914 J14 T Pr_ocesAMihe pulsatile delivery of diltiazem HCL and product p r oduced thereby 

146 5,905,06? T Methods of d ecreasing or preventing p ain usin g spicamvcin or derivatives thereof 

1 47 5,900,244 T Insec t attractant 

148 5,898,038 T Treatmem of^^ and metabolic bone disorde rs with nitric oxide subst rate and/or 

dojiors 

149 5,897,891 T Flavorful zinc cpmpositions for ora^ ^se incorpoM^ 

150 5,897,852 T Container with freeze-Med yac^^ 
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^^i!^§iiiiil |aclm/"rapid release" . 



PAT. 
NO. 



Title 



6,569,46 1 T Dihydroxy open-acid and salts of HMG-CoA reductase inhibitors 
6,569,456 T Osmotic device co ntaining diltiazem and an AC E inhibitor or diuretic 
6,5 55^1 27 T Multi- spike release formulation for oral drug delivery 

4 6^542,1 09 T Autonom ous off-bo a rd defensive aids sv stem 

5 6,521,255 T Osmotic device containing ranitidine and a prokinetic ag ent 
6,495,154 T On demand administration of clomipr amine and salts thereof to treat premature ejaculatio n 
6,49 1 ,949 T Osmotic device within an osmotic device 

6.475,52 1 T Biphasic controlled release delivery system for high solubility pharmaceuticals and method 
6.468.959 T Peroral dosage form for peptide containing medicaments, in particular insulin 

10 6,451,808 T Inhibition of emetic effect of metformin with 5-H'f 3 receptor antagonists 

1 1 6,451,345 T Fimctional coating of linezolid microcapsules f formulation for 

oral a dministratio n 

12 6,29M89 T ExBandabie_gastro-reten tive therapeutic svstem with controlled active substance release in the 

gastro-inte stinal tract 

13 6,284,2.69 T Pharmaceutical co mpositions of meloxicam with improved solubility and bioavailabilit y 

1 4 6,284,264 T Water solu ble film for oral administration with instant w ettability 

1 5 6,277,411 T Phannaceutical fomiulation containing DFMO for the treatinent of cancer 

1 6 6,274,173 T Oral pharmaceutical cpmpositipn with delayed release of active ingredient for pantoprazole 

17 6,251,427 T Pharmaceutical capsule composiiions containing Ipratadine and psuedpephedrine 

1 8 6,248,359 T Multi-tablet pxybutynin sys^^^^ 

19 6,241,045 TSafet}' structures for pole cliinM^ 
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20 6,1 68,801 T Controlled release drug delivery 

21 6,1.53,2.18 T Biphasic capsu l e formulatio n 

22 6,0.74,580 T MethQdJor .tMjjre^^ of pearls and pearls obtained containin g an active ingredient with 

aijmdefmed cr ystallization point 

23 6,068,856 T Ojal phapnace^^^ compo sition with delayed release of active ing redient for pantnprgTnle 

24 6,066,334 T .Use olrMlspersMe &o^ p owders or p olvmer granule s as binders for producing solid 

pharmaceutical presentations 

25 6,063,82 1 T Transparent rapid release compositions of npn-sterpidal m 

26 6,060,266 T Self-contained incubatpr for groMh 

27 6,056,974 T Rapid-release S1452 tablets 

28 6,050,384 T Method and apparatus for rapid trarism 

29 6,046, 177 T SultMkyLether cyclod extrin based controlled release solid pharmaceutical formulatio ns 

30 6,029^947 T Safety val ve for fire sup pression device 

3 1 5 ,980,952 T Pharmac eutical composition for the prog ramm ed release of dexfenfluramine 

32 5,957 J_41 T Quick rel ease device for surfboard safety leashes 

33 5.935,511 T Mgihod pl forming and removing thin walled p lasti c articles from a plurality of dies in a 

thennpfomiing apparatu.s 

34 5,925,568 T Release and mpbili2atio.a^^^ 

35 5,910,322 T Delayed release phamaceuti 

3 6 5 ,908,6 1 4 T Perpxidase-actiyating pml cpmppsMpns 

37 5,891 ,233 T Use of bioactiye silicipus gk^^^^ 

38 5,857,854 T Recoil simi^Mpr fpr a weapp 
9 5,849,330 T Controlled release ph£^ 

40 5,823,972 T Pressure transducer Madder 

4 1 5,82 1 ,438 T Device to aher £ui atm^ 

42 5J44,4i3 T Method_a nd composition for protecting pavement structure from growth of plants in splits of 

die structure 

43 5,700,97J T Rapid-r elease smoke hand grenade 

44 5,695,.784 T Flaypr-masked pharm aceutical composition^! 

45 5,667,803 T Starch,.aceLatg_^ with modifiable prop ert ies, method for preparation and usage 

thereof 

46 5,637,320 T Controlled absorption naproxen fomiulatipn for 

47 5,622,716 T Process for preparing a reta^ 

48 5,616,345 T Controlled absprptipn diltiaze^^^ 

49 5,609,590 T PH-triggered Qsmptic bursting^^M^^ 

50 5,606,932 T Implement fo r automatically milking animals, such as cows 
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aclm/"rapid release" 



51 
52 
53 
54 
55 

56 

57 

58 

59 

60 

61 

62 

63 

64 

65 



PAT. 
NO. 

5,518,285 
5,512,055 
5,490,712 
5,439,689 
5,437,656 

5 >4 17,25.1 
5,398.,724 
5.392,861 
5,376,383 
5,370,881 
5,370,879 
5,368,861 
5,364,620 
5,358,502 
5.344.411 



66 5,32_0.85.3 

67 5,2.86,49.7 



Title 

T Floor for supporting a load 
T Anti- infective and anti-jnflammatoiy rcle 
T Storage of items 
T Diltiazem fpmiulatign 

T Method and device, for inhiMting H germs when using a 

needle, scal pel and other sharp instrument in a m edical environment 
T Progr ammable w^eft insertion brake for looms 
T High speed electrically actu ated paseous fuel a dmission valve 
T Residual pollution con tainment device and method of cleanin g a v^ireline 
T Method for enliancing the lowering of plasma-chplesterol levels 
T Water-soluble deliver}' systems, for hydrophobic liquids 
T Formulations and their use in the treatment of neurological 
T Gastric preparation with siKtaine^^^ 
T Controlled absorption diltiaze^^ 
T PH-triggered osmptic bursting Miyeiy devices 

T Method and device for inhibiting .HIV, hepatitis B and other viruses and germs when using a 
cathet er in a med ical environment 

T ControLled release formulation for pharmaceutical comp ounds 

T DiltiazemfonnuMon 
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68 5,286^044 T Belted multi-purpose trailer 

69 5,28 K2 79 T Process for producin g refined sugar from raw juices 

70 5J_.72J8lTAdjustaW^ck^ 

7 1 5 ,1 35,086 T Assembly tool with ra pid release electroma g netic clutch 

72 X 1 20,548 T Swelling modulated polymeric dru g deliver y device 

73 5,093200 T Multil ayer sustained rel ease granule 

74 5.084.278 T TasLe-masked p harmaceuti cal com positions 

75 10J3JliTNgvdty_item 

76 5i)50 Ji 5 T HY.drauliccmi&M a^^^ for vehicle power t ransmitting system havin g fluid co upling 

incorporating lock-up clutch 

77 5,050,498 T Stencil ii^anufacturing Md printing^^p^ 

78 5,007,200 T Windovv , security system^ 

79 5,002,776 T Control IM absomt 

80 4,997,658 T Method for enhmcing M^ 

81 4,978,533 r Liqiiid nifidipine com^ 

82 4,973,277 T Safety .bdthaTOess.s^^^^^ 

83 4,968J_0.5 T Long -acting diclofenac sodium preparation 

84 4,966 J72 T PHP delayed release prep aration 

85 4,962,683 T Rotary cutter ap paratus 

86 4,9^7,044 T D ouble sided scr eener for printed circuit boards 

87 4,940,292 T Rapid release valve mec hanism 

88 4,93 3, .18 6 T Dihy dropvridine dep ot formulation 

89 4,931,177. T Com posite plate for filter-presses 

90 4,926 J59 T A medical tr eatment device for treating an undesired formation in a living body 

91 4.922,7 j 6 T Throttle d exhaust outlet to reservoir for reducing n oise resulting from release hydraulic 

pressure surges 

92 4,894,240 T CQntrolled absorption diltiazem formulation fo price-daily administration 

93 4,892,741 T Press coated DHP tablets 

94 4,881,047 T Automatic gain expMsipn syst^ 

95 4,866,097 T Controlled release system 

96 4,863J42 T ControUed abs orption pharmaceutical comp osition 

97 4,837,030 T Novel controlled releas e formulations of tetracycline comp ounds 

98 4^Z8_6,495 T Therape utic agents 

99 4,783,335 T Controlled to pical ap plicati on of bioactive reag ent 

100 4,772,473 T Nitrofu rantoin dosa ge form 





Prev. List 


Next List 


im 


View Cart 




Home 


Quick 


Advanced 


Pat Num 


Help 



Patent Database Search Results: aclni/"rapid release" in 1976 to present 



Page 1 of 2 



USPTO Patent Full-Text AND Image Database 



Home 



Quick 



Advanced 



Pat Mum 
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Results of Search in 1976 to present db for: 

ACLM/"rapid release": 156 patents. 
Hits 101 through 150 out of 156 



;Prev;:50 HitsS 



iltefinelS^h*®' 



aclm/'Yapid release" 



PAT. „. . 

NO. 

101 4,765,990 T Sustained-releMe mfe^ 

102 4J40,122 T Rapid-release ch^^^^ 

103 4,720,387 T Sustained-release prepara^ 

104 4,713,247 T Long-acting formulation^^^ 

105 4,708,184 T Tire pressure regulMiflg M^^ 

1 06 4,707^3.62 T Su stained release composition 

107 4,657,294 T Front guard bar for motor vehicles 

108 4,649^817 T Stencil m anufacturing and p ri nting process 

109 4,63 U061 T Automatic urin e detectin g, collectin g and sto ring device- 

1 1 0 4,63_0,542 T Nacdle 

1 1 1 4x629^620 T Memb rane-coated sustain ed-release tablets and mPthr>H 

1 12 4,629,619 T Membrane-coated sustai ned-release tab lets and method 

1 13 4,615,814 T Porous substrate with a bsorbed antista t or softener, use d with detergent 

1 14 4,600,577 T Phar maceutical p reparations of ping^-j^ial 

115 4,599,41 1 T Process for the producUon of alMl meMMt^^^ 

1 16 4,561,529 T Torque-limiting clutchMth tempera^^^^^ 

1 1 7 4,557,925 T Membrane-coated sustained-release table^^^^ 

1 1 8 4,5 1 3,8 1 0 T Low gravity exothermic heating/cooling apparatus 

T 
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1 19 4,510,791 Method and apparatus for testing the air-tightness of a building using transient pr^^^ 

120 4.503=031 T S^up.er4ast-starting--sustained release tablet 

121 4,498.365 T Ap_paramj_fQrj3i^g^ e xtended versatility in a k e yboard-controlle d mu sical instru ment in 

pitch variation, tone alteratio n charac teristics an d the like 

122 4,476,159 T Hjgh tgmpemtm jdhes^^^ f oam composition, foam generating sy stem and meth od 

of generating foam 

123 4,470,927 T Method of extracting the flavoring substa^^^ 

124 4,437,872 T Apparatus for bending and tempering gla^^^^^ 

125 4,413,688 T Diverter valve 

126 4,384,003 T Contraceptive suppos^^^^ 

127 4,347,877 T Apparatus for asepticdly dis^^^ 

1 2 8 4,33 6 J 60 T MAtedM handling, ve^ 

129 4,303,247 TCMm^ 

130 4,287^18 T AutorMtkiryer f or breaded products 

131 4,269,116 T Treatment Jiej^^ diagnostic or therapeutic treatment of bodv p arts 

132 4,253,474 T Method for ex panding tobacco 

1 3 3 4,242,544 T MuLtipIe-smtch:a^^ 

134 4,231049 T Method^,amaratus for shaping glass sheets by drop forming ' 

1 35 4,229, L99 T §Mping_glass_sheets b y drop forming wi th differential vacuum r elease 

136 4.229,1 19 T LitMLe^Md Ml^siWe_Mi^ 

1 3 7 4,221 ,63 7 T Liquid absorbent safety rod for a nuclear reactor 

138 4,22 1 ,573 T Electrostatic precipitator ra^^ 

139 4,191,137 T Electronic fuel injection control for an internal combustio engine 

1 40 4, 1 86,902 T Snap-lock terminator mpunting br^^ assembly 

141 4,171,827 T Ski brake 

142 4,122,157 T Nitrofiu-antoin sustained release tablet 

143 4,098,333 T N4arine production riser system 

1 44 4,09 1 ,808 T Strap for immobilizing human limb during surgery 

1 45 4,080,588 T Vehicles and control circuits ^fo vehicle accessories 

146 4,073,452 T Apparatus for delaying the pressure drop in pres^ or the like especially in an 

e merg ency 

147 4,061,800 T Vapor desposit ion method 

148 4,059,034 T Screw-dmd^^ 

149 4,058,862 T Watej_MeiyJevice 

1 50 4,057^046 T Blood drculatio n stimulator 
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EXfflBIT E 

hlTp7/v\^vw fda iJnv/rHpr/H<;m/nRrJri rgnn9m htm 

CDER Data Standards Manual 



FDA Data Element Number. None. 

CDER Data Element Number. C-DRG-00201 

Version Number. 002 

Data Element Name. Dosage Form. 

Description. This standard provides for all drug dosage forms. The granularity of data 
often requires that more specific dosage form terms be stored in CDER's automated 
databases then is represented in its publications. These dosage form terms are 
available not only use in databases that track approved drug products, but also for drug 
products such as those that have not been approved, investigational drug products, 
homeopathic drug products, and bulk drug products. 

Source. COMIS Reference table (which is used by the Drug Product Reference File to 
generate Approved Drug Products with Therapeutic Equivalence Evaluations (aka "The 
Orange Book")), and the Drug Registration and Listing Database. 

Relationship. 

FDA Specifications. None. 

CDER Specifications. Dosage Form shall consist of an alphabetic term which has a 
maximum length restricted to 240 characters, with the comma and hyphen being the 
only punctuation permissible. Codes representing these dosage forms shall consist of 
three digits. 

FDA Approved Date. None. 

CDER Approved Date. April 14, 1992. 

FDA Revised Date. 

CDER Revised Dates. January 12, 1993; October 11, 1994; January 10, 1995; 
December 12, 1996; November 8, 1996; April 21. 1997; November 14, 1997; February 
24, 1998; November 2, 1998; December 21, 2000 
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TABLET, DELAYED 

RELEASE 

PARTICLES 


A solid dosage form containing a conglomerate of medicinal 
particles that have been covered with a coating which releases 
a drug (or drugs) at a time other than promptly after 
administration. Enteric-coated articles are delayed release 
dosage forms. 


TABLET, DELAYED 1 
RELEASE 1 


A solid dosage form which releases a drug (or drugs) at a time 
other than promptly after administration. Enteric-coated 
articles are delayed release dosage forms. 


TABLET, EXTENDED 
RELEASE ; 


A solid dosage form containing a drug which allows at least a 
reduction in dosing frequency as compared to that drug 
presented in conventional dosage form. 


PELLETS, COATED, 

EXTENDED 

RELEASE 


A solid dosage form in which the drug itself is in the form of 
granules to which varying amounts of coating have been 
applied, and which releases a drug (or drugs) in such a 
manner to allow a reduction in dosing frequency as compared I 
to that drug (or drugs) presented as a conventional dosage 
form 


CAPSULE, COATED, 
EXTENDED RELEASE 


1 " -— 

j •; 

A solid dosage form in which the drug is enclosed within 
either a hard or soft soluble container or "shell" made from a 1 
suitable form of gelatin; additionally, the capsule is covered in 1 
a designated coating, and which releases a drug (or drugs) in 1 
such a manner to allow at least a reduction in dosing 
frequency as compared to that drug (or drugs) presented as a I 
conventional dosage form. 


CAPSULE. COATED 1 
PELLETS 


A solid dosage form in which the drug is enclosed within 
either a hard or soft soluble container or "shell" made from a 1 
suitable form of gelatin; the drug itself is in the form of 
granules to which varying amounts of coating have been 
applied. 


ICAPSULE. DELAYED \ 
RELEASE 


A solid dosage form in which the drug is enclosed within 
either a hard or soft soluble container made from a suitable 
form of gelatin, and which releases a drug (or drugs) at a time 
other than promptly after administration. Enteric-coated 
articles are delayed release dosage forms. 


CAPSULE, DELAYED i 
RELEASE PELLETS 

; 


A solid dosage form in which the drug is enclosed within 
either a hard or soft soluble container or "shell" made from a 
suitable form of gelatin; the drug itself is in the form of 
granules to which enteric coating has been applied, thus 
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delaying release of the drug until its passage into the 
intestines. 


CAPSULE, 

EXTENDED RELEASE! 

i 

ii 


A solid dosage form in which the drug is enclosed within 
either a hard or soft solutsle container made from a suitable 
fomi of gelatin, and which releases a drug (or drugs) in such a 
manner to allow a reduction in dosing frequency as compared 
to that drug (or drugs) presented as a conventional dosage 
Form. 


GRANULE, FOR 
SUSPENSION, 
EXTENDED RELEASE 


A small medicinal particle or grain made available in its more 

stable nrv rnrm to Ko ^A/^/^nefltl if tA«i4l% ^^U,^^^ u.^. 

%3iauic uiy luiiii, lo ue reconsiiiuiea wiin solvent just before 
dispensing to form a suspension; the extended release 
system achieves slow release of the drug over an extended 
period of time and maintains constant drug levels in the 
blood or target tissue. 
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EXHIBIT F 

hrTn7/www fHa pnv/rHpr/giiiHanP^ / 17nhpl pHf 

Guidance for Industry: dissolution testing of immediate release solid oral dosage forms. 
Table of Contents 

I. INTRODUCTION , 

II. BACKGROUND • • • • • ^ 

III. BIOPHARMACEUTICS CLASSIFICATION SYSTEM 2 

IV. SETTING DISSOLUTION SPECIFICATIONS . 3 

A. Approaches for Setting Dissolution Specifications for a New Chemical Entity ... 4 

B. Approaches for Setting Dissolution Specifications for Generic Products 5 

C. Special Cases . . .• 5 

D. Mapping or Response Surface Methodology 7 

E. In Vivo-In Vitro Correlations 7 

F. Validation and Verification of Specifications g 

V. DISSOLUTION PROFILE COMPARISONS ." .' .' .' .' .' .' ." .' ." .' .' g 

A. Model Independent Approach Using a Similarity Factor g 

B . Model Independent Multivariate Confidence Region Procedure 10 

C. Model Dependent Approaches 10 

VI. DISSOLUTION AND SUPAC-IR ••••••• ^ ^ 

VII. BIOWAIVERS ' 11 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Patent application of: 
FAOUR, J. etal. 

Serial No.: 09/770,901 
Filed: January 26, 2001 



For: Pharmaceutical compositions containing 
A COX-II inhibitor and a muscle 
relaxant 

Mail Stop Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 



Group Art Unit: 1617 
Examiner: Shaojia A. Jiang 



"Express \4ail" mailing label number fi j 144411 ^n<^ ns; 
Date OF Deposit: OrTORFRi-^ ?no^ 

I HEREBY CERTIFY THAT THIS PAPER OR FEE IS BEING 
DEPOSITED WITH THE UNITED STATES POSTAL SERVICE 

"Express Mail Post Office to Addressee" service under 
37 CFR 1.10 on the date indicated above and is 
addressed to the Commissioner for Patents. 



flYP] 



(Signa- 




[G PAPER or fee) 



IN MAILING PAPER OR FEE) 



SRCONn STTPPT.FMFNTAT. DFrT.AR ATTON TTNDFR RTTT.F 17 T F R §1 H? 

Further to the Office Action mailed April 23, 2003, and the Supplemental Declaration 
mailed September 17, 2002, the undersigned hereby declares as follows: 

My name is Ethel C. Feleder. I reside in Luis Maria Campos 449, 2° A, Buenos Aires, 
Argentina. 

I am knowledgeable in the area of Phannaceutical Sciences and in particular in the area of 
the clinical evaluation of phannaceutical formulations. My education, experience, publications and 
awards are summarized in my curriculum vitae, which has been previously submitted. 

1 am familiar with the subject matter of the invention disclosed and claimed in the above- 
identified patent application. In particular, I am familiar with conventional methods of analgesic 
therapy with individual drugs and with combinations of drugs. 

With regard to the subject matter of claims 1-8, 40-45 and 49-54, 1 understand that the 
claims cover a pharmaceutical composition comprising a COX-II inhibitor and a muscle relaxant. 

With regard to the subject matter of claims 10-38 and 46-48, 1 understand that the claims 
cover a pharmaceutical dosage form comprising a COX-II inhibitor and a muscle relaxant. 

As a medical doctor, it is my belief that the claimed pharmaceutical compositions and 
dosage forms provide significant advantages over conventional analgesic compositions and dosage 
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forms used in pain therapy. In particular, the claimed pharmaceutical composition and dosage form 
provide an enhanced analgesic affect as compared to the administration of either agent alone AND 
a<g compared to the flHmini.strfltion of an NSATD and a muscle relaxant The exemplary fnrmiilatinn 

of rofecoxih and pridinnl, the claimed composition and the elaimefl dosage form provide an 

unexpectedly improved analgesic effect over an eqnidose composition comprising diclofenac (an 
NS;ATD) and pridinol 

As previously declared, a side-by-side study to compare the analgesic effects of the 
claimed composition versus a prior art corfiposition was conducted. The test employed was a 
writhing test conducted according to the method previously described by Siegmund et al. (Proc. 
Soc. Exp. Biol Med. (1957), 95, 729-731). The method is well known in the art as a test for 
determining the analgesic effect of a drug or combination of drugs. The method and results were 
described in detail in the prior supplemental declaration. 

In support of the prior supplemental declaration, this declaration is accompanied by a 
translation (Exhibits A & B) of a report containing the data of the side-by-side study conducted 
to compare the analgesic effects of the composition comprising rofecoxib and pridinol versus a 
prior art composition comprising diclofenac and pridinol. 

Based upon the data enclosed herewith, the following results were obtained. 

1 . When administered alone and at the above-noted doses, neither diclofenac nor rofecoxib 
nor pridinol provided a statistically significant reduction in the number of contortions 
observed as compared to control (FIGS. 1-3). This means that the drugs were dosed at 
subtherapeutic levels considering that both drugs have been reported to produce analgesic 
effects in different animal models. 

2. When diclofenac was administered in combination with pridinol, no statistically 
significant reduction in the nimiber of contortions was observed as compared to control 
(FIG. 4). This means that pridinol did not enhance (either additively or synergistically) 
the analgesic efficacy of diclofenac at the doses tested. 

3. When rofecoxib was administered in combination with pridinol, a statistically significant 
reduction in the number of contortions was observed as compared to control (FIG. 5). 
This means that pridinol synergistically enhanced the analgesic efficacy of rofecoxib at 
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the doses tested, since each agent alone did not provide an analgesic effect at the doses' 
tested. 

Therefore, it is truly unexpected that the combined administration of a COX-II inhibitor 
and a muscle relaxant provides an improved, additive or synergistic analg^esic eflecc when 
administered to a subject as compared to the analgesic efifect provided by the administration of 
either agent alone or as compared to the administration of an NSAID and a muscle relaxant. 

I further declare that the statements made herein, to my knowledge are true and that all 
statements made on information and belief ^ believed to be true; and further that these 
statements were made with the knowledge that wilJful fialse statements and the like so made are 
punishable by fine or imprisonment, or both, under 18 U.S.C. §1001 and that such willful fajse 
statements may jeopardize the validity of the application or aoiy patent is^ 

Respectfully submitted,. 




Dr. Ethel IQ. Fel^, M-D., Ph.D. 
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